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THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 
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• Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 

Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent tenn adjustment. See 37 CFR 1.704(b). 
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Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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DETAILED ACTION 
Claim Rejections - 35 USC §112 
The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or nnore claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 9 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

Regarding claim 9, the preamble is not commensurate with that of claim 9 from 
which it depends. 

Ciaim Rejections - 35 USC § 102 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
states. 

Claims 11, 16, 19 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Gerow et al (4,795,463). 

Gerow teaches a method of detecting rupture of a prosthesis comprising: 

(a) implanting a prosthesis containing a fill (chemical indicator), Gerow teaches, 
''radiopaque marker which absorbs electromagnetic energy different from the envelop 
and its contents (chemical indicator) and different from the surrounding breast tissue 
and in a pattern or configuration which enable roentgenographic determination of 
whether the envelope is intact, has ruptured." 

(b) detecting a change locally around the prosthesis using x-ray for indication of 
leaking out of said indicator from said prosthesis. Note 
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Regarding claim 11, using x-ray inherently detects a change in the "peripheral 
blood" surrounding the implant. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-19 are rejected under 35 U.S.C. 103(a) as being unpatentable over Cox 

(4,969,899) in view of Gerow (4,795,463). 

Cox teaches a prosthesis comprising: 

(a) an external envelope 41 of medical grade elastomer containing a silicone gel 
fluid material 40 and 

(b) an internal envelope 1 1 of medical grade elastomer disposed within said 
external envelope, said internal envelope containing an implant filling material. 
However, Cox is silent regarding a chemical indicator for indicating rupture within the 
external envelope. 

Gerow teaches using radiopaque materials on the envelopes and further teaches 
it is possible to use a radiopaque material in the silicone gel fill material. See column 5, 
lines 3-10. It would have been obvious to one having ordinary skill in the art to have 
utilized the teachings of Gerow and used a radiopaque material in the silicone gel fill 
material to better differentiate from the body or used in combination with radiopaque 
material on the envelope to check for ruptures of the envelope. 
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Regarding clainn 8, the references teach at least a breast prosthesis which is a 
genital prosthesis. 

Regarding the use of a dye, odour generating, sensation agent, etc., the 
combination rejection teaches using x-ray to check for ruptures, applicant's specification 
teaches this also from a list including skin color change, local sensation, etc.; see at 
least page 8, lines 9 et seq. and claim 19. Lacking any criticality in the specification the 
use of the a dye, odour generating, sensation agent, etc. in lieu of that taught by the 
references produces no advantages and is considered an obvious matter of design 
choice to one skilled in the art. This is includes claims 12-15 and 17-18. 

Regarding claim 11, using x-ray as used in the combination rejection inherently 
detects a change in the "peripheral blood" surrounding the implant. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Bruce E Snow whose telephone number is (571) 272- 
4759. The examiner can normally be reached on Mon-Thurs. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Corrine McDermott can be reached on (571) 272-4754. The fax phone 
number for the organization where this application or proceeding is assigned is 703- 
872-9306. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more infomiation about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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